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V IA  H A N D  D E L IV E R Y  

Ap r i l  1 3 ,2 0 0 4  

Ju l i e  S ch r imp f, P h .D. 
F o o d  a n d  D r ug  A d m in ist rat ion 
O ffice o f N u tr i t ional  P r oduc ts, Labe l i n g  
A n d  D ie ta ry  S u p p l e m e n ts (HFS - 800 )  
5  1 0 0  P a int B r anch  Pa r kwav  

q  A P ’ H !i! 
Co l l e ge  Pa r k , Ma r y l a nd  2 6 7 4 0  

C O N S U L T  I N G  G R O U P  
R E :  P e titio n  fo r  Q u a l i f ied Hea l th  C l a im  fo r  X a n g o l d @  L u te i n  E sters Comp r i s ed  

7 3 6 1  C a l h o u n  P l ace ,  
o f 9 3 %  L u te i n  D ieste rs  (P r inc ipa l l y  D i pa lm i ta te )  a n d  7 %  Zeaxan th i n  

Su i t e  5 0 0  Diesters) :  Reques t fo r  Eng l i s h  T rans la t i on  o f G e r m a n  R e fe r ence  A rt ic le 
Rockvi l le ,  Ma r y l a n d  2 0 8 5 5 - 2 7 6 5  
3 0  I B 3 8 . 3  I 20  
fax: 3 0  I . 838 .3  I 82  

Dea r  D r . S ch r imp f: 

Th is  is a  fo l l ow -up  to  you r  letter o f Ma r c h  2 4  to  D r . S tan l ey  M . Ta rka , Jr. 
,a cknow l edg i ng  rece ip t  o n  Ma r c h  1 2 ,2 0 0 4  by  th e  F o o d  a n d  D r ug  A d m in ist rat ion 
o n  th e  a b ove  r e fe r e nced  p e titio n  r e ques tin g  a  qua l i f i ed  hea l th  c la im  fo r  th e  
re la t i onsh ip  b e tween  X a n g o l d @  lu te in  es te rs  a n d  age - r e l a te d  macu l a r  d e g e n e r a tio n  
a n d  ca ta r ac t fo r m a tio n . 

In  th is  co r r e spondence , y ou  n o te d  th e  fo l l ow ing  r e fe r e nced  a r t ic le i n  a  fo r e i gn  
l a n g uage  a n d  r e ques te d  th a t w e  subm i t two cop i es  o f a n  accu ra te  a n d  c omp l e te  
Eng l i s h  t rans la t ion fo r  F D A ’s rev iew:  

R e fe r ence  1 0 8 . S chwe i tzer, D , L a n g , G E , B e u e r m a n n , B , Remsch , H , H a m m e r , 
M , T h a m m , E , Sp r a u l , C W , L a n d , G K . O b ject ive D e te rm i n a tio n  o f O p tical 
Dens i ty o f X a n thophy l l  a fte r  S u p p l e m e n ta tio n  o f L u te i n . O p h th a lmo l o g e . 2 0 0 2 : 
99 ( 4 ) : 2 7 0 - 2 7 5 . [in  G e r m a n ]. 

Enc l o sed , p l ease  fin d  two c omp l e te  a n d  accu ra te  cop i es  o f th e  Eng l i s h  t rans lat ion.  
Th is  pub l i ca t i on  was  t rans la ted by  M S  G ise la  L e o n , a n  A A C  Consu l ta n t w h o  is a  
n a t ive G e r m a n . S h e  ho l ds  b o th  a  G e r m a n  M a s te r  o f S c i ence  d e g r e e  in  F o o d  
Techno l ogy  from  th e  Techn ica l  Un ivers i ty  o f Mun i c h  a n d  add i tiona l ly ,  a  M a s te r  
o f Bus i ness  A d m in ist rat ion f rom  G e o r g e  M a s o n  Univers i ty,  Fai r fax, V i rg in ia.  
M s. L e o n  a l so  has  he l d  p rev i ous  scient i f ic a n d  techn ica l  pos i t ions in  G e r m a n  fo o d  
p rocess i ng  c ompan i e s . 

A  subs id ia ry  of  K e n d l e  In te rna t i ona l  Inc. 
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If you have any additional questions, please contact Stanley M. Tarka, Jr., Ph.D. at AAC 
Consulting Group, Inc. We look forward to the Agency’s review and decision on this Petition. 
Thank you. 
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